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DETAILED ACTION 

Receipt is acknowledged of Applicant's amendments and remarks filed 03/30/2010. The 
Examiner acknowledges the following: 
Claims 19-24 are new. 

Claims 1 has been amended. 

Claims 1, 3, 6-16, 19-24 currently represent all pending claims under examination. 

INFORMATION DISCLOSURE STATEMENT 
No new Information Disclosure Statement (IDS) has been submitted for review. 

WITHDRA WN REJECTIONS 

Rejections not reiterated from previous Office Actions are hereby withdrawn. The 
following rejections are either reiterated or newly applied. They constitute the complete set 
presently being applied to the instant application. 

RESPONSE TO ARGUMENTS 

Applicant's arguments are moot in view of a new grounds of rejection. 

NEWREJECTIONS 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
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matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1, 3, 6-16, 19-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zaflfaroni US Patent 3, 993,072, Chappaz et al. US Patent 2, 962, 023, and Saleh et al. US Patent 
5, 972, 372. 

With respect to claim 1, Zaffaroni discloses in Example 1, an implant device comprising 
at least one reservoir, the at least one reservoir containing at least one pharmacologically active 
agent (progesterone) or a prodrug thereof, dispersed in a hydrophobic elastomeric polymer 
(polydimethylsiloxane), and a porous sheath (wall) that surrounds the at least one reservoir. 
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wherein the implant device is an intravaginal drug dehvery device for administration into a 
vaginal environment (Examples 16 and 18; col. 23, lines 37-38; col. 24, lines 17-20). Zaffaroni 
further discloses the pore structure of the sheath (wall) further includes continuous pores, 
wherein a pore has an opening on both faces of the sheath connected therethrough thereby 
forming continuous diffusional paths (col. 10, lines 39-49). Therefore, the sheath is considered 
to discontinuously surround the at least one reservoir so as to define at least one hole or opening, 
the at least one hole or opening extending through the sheath to the at least one reservoir, so that, 
in use, at least part of the at least one reservoir is directly exposed to the vaginal environment. 

Zaffaroni does not explicitly disclose that the hole or opening has a diameter range of 0.5 
to 6.5 mm and that the total surface area of the reservoir exposed to the vaginal environment 
through the one or more holes or openings, when in use, is in a range of 1 to 750mm 2, however 
Zaffaroni does teach that the rate of passage of drug through the media in the microporous wall 
material is generally dependent, in the case of diffusion, on the solubility of the drug in the 
media, as well as on the diffusion coefficient and on the size of the pores and the porosity and 
tortuosity of the material. Furthermore, Zaffaroni teaches that the pore structure can be 
substantially cylindrical. It would have been prima facie obvious to one of ordinary skill in the 
art to optimize the diameter of the hole or opening. One would have been motivated to do so 
because Zaffaroni teaches that the rate of passage of drug through the media in the microporous 
wall is dependent on the size of the pores (Col. 8. lines 55-63 and Col. 9 lines 31-36). 

Although there is not an explicit teaching of the holes or openings having a diameter of 
0.5 to 6.5mm, Chappaz et al. discloses in Fig. 2, a cylindrical intravaginal drug delivery device 
for use in a vaginal cavity, having at least one hole or opening at each of the terminal ends and 
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additional holes or openings provided extending substantially radially through the sheath (10). 
Chappaz et al. teaches the diffusion rate and the amount of drug that is to be dispensed from the 
reservoir is dependent on the number of holes in the sheath (col. 1, lines 36-42). Chappaz et al. 
discloses in Figs. 1, an intravaginal drug delivery device having a plurality of holes that are 
substantially cylindrical (round hole which inherently has a depth through a sheath). Chappaz et 
al. further teaches the holes are 1/32 inch in diameter, therefore is within the claimed diameter 
range (col. 4, lines 5-8). 

It would have been obvious to one of ordinary skill in the art to modify the shape and size 
of the at least one hole or opening in order to further modify the desired diffusion rate of the drug 
from the reservoir, or to further modify the amount of drug to be dispensed. Further, a change in 
size and shape is generally recognized as being within the level of one of ordinary skill in the art. 
In re Rose, 105 USPQ 237(CCPA 1955); In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 
1966) 

Furthermore, regarding the limitation(s) "wherein each hole or opening is substantially 
cylindrical with a diameter in the range of about 0.5 to 6.5mm and the total surface area of the 
reservoir exposed to the vaginal environment through the one ore more holes or openings, when 
in use, is in a range of 1 to 750 mm^"; absent evidence of criticality, since the vales of each 
parameter with respect to the claimed composition are adjustable, it would have been prima facie 
obvious for a person having ordinary skill in the art to routinely optimize the amount of each 
parameter in the composition and adjust the diameter ranges and surface area of the reservoir. 

Saleh et al. is relied upon to teach a polymer impregnated with drug that goes inside the 
outer sheath with holes. Saleh et al. discloses a vaginal ring containing a reservoir containing at 
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least one pharmacologically active agent or prodrug thereof, dispersed in a hydrophobic 
elastomeric polymer (abstract, Fig. 4A-C and 5, col. 6, lines 46-57, Examples 2-7). 

Saleh et al. demonstrates the hydrophobic elastomeric polymer as being 
polydimethylsiloxane (Examples 2-7). 

It would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made to modify the vaginal ring with holes as taught by Zaffaroni to include the 
core with the polymer and drug impregnated within the polymer that goes into the outer sheath 
with holes. One would have been motivated to do so in order to modify the diffusion rate of the 
drug from the reservoir as taught by Saleh et al. (col. 1 lines 35-42). 

Additionally, it would have been obvious to one of ordinary skill in the art to modify the 
total surface area of the reservoir exposed to the vaginal environment through the one or more 
holes or openings, for the same purpose (i.e. in order to further modify the desired diffusion rate 
of the drug from the reservoir as taught by Saleh et al. (col. 1 lines 35-42)). 

With respect to claim 3, Zaffaroni discloses the at least one hole or opening is on both 
faces of the sheath (wall) and is connected therethrough, therefore is considered to extend to the 
surface of the at least one reservoir and/or extends partially into the at least one reservoir (col. 
10, lines 39-42). 

With respect to claim 6, Zaffaroni discloses the continuous pores, such as straight 
continuous pores, has the at least one hole or opening is on both faces of the sheath (wall) and is 
connected therethrough and forms a diffusional path for passage through the sheath (col. 10, 
lines 39-49), therefore is considered to extend through the sheath substantially normal to the 
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reservoir surface. The examiner interprets the continuous pores to be openings extending through 
the sheath (wall) to at least one reservoir. 

With respect to claim 7, Zaffaroni discloses in Fig. 8, the device is a ring that is 
substantially circular in transverse cross-section, and the sheath has a multiple micropores 
formed with continuous diffusional paths through the sheath (col. 24, lines 20-22). Zaffaroni 
further describes the pore structure of the sheath having continuous pores, where each pore has 
an opening on both faces of the sheath (wall) and is connected therethrough (col. 10, lines 39- 
42). Therefore, the examiner interprets the at least one hole (continuous pore/continuous 
diffusional path) extends substantially radially through the sheath at the inner circumference of 
the ring or at the outer circumference of the ring. 

With respect to claim 8, Zaffaroni addresses all the limitations of claim 7, and further 
discloses multiple pores formed with continuous diffusional paths (continuous pores with 
openings) along the inner or outer circumference of the intravaginal drug delivery device (col. 
24, lines 17-23). 

However, Zaffaroni fails to expressly disclose the exact number of holes or openings. 
Zaffaroni fiirther teaches the porosity affects the diffusion rate of the drug through the media in 
the wall (col. 9, lines 31-36). 

Therefore, it would have been obvious to one of ordinary skill in the art to modify the 
number of holes or openings in the inner or outer circumference of the intravaginal drug delivery 
device in order to attain the desired diffusion rate. 

With respect to claim 13, Zaffaroni discloses in Example 18, the device is a ring (toroid 

shape). 
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With respect to claim 16, Zaffaroni doesn't disclose that the sheath comprises at least 
one additional pharmacologically active agent, however Saleh et al. discloses a sheath that 
comprises at least one additionally pharmacologically active agent (col. 6 lines 33-36; col 7 lines 
42-46). 

It would have been prima facie obvious to one of ordinary skill in the art to further have 
the sheath comprise one additional active agent to obtain additional release of a drug. 

With regards to the limitations "wherein the sheath is impermeable to the at least one 
pharmaceutically active agent or the prodrug thereof and wherein the at least one 
pharmaceutically active agent tor prodrug thereof is released from the hydrophobic elastomeric 
polymer of the at least one reservoir through the surface area of the reservoir that is exposed to 
the vaginal environment", Zaffaroni discloses a sheath (wall) that is impermeable to the drug. 
Furthermore, it is obvious that the sheath would be impermeable to the drug to provide for 
controlled release. Furthermore, the combination of Zaffaroni and Saleh would provide for the 
drug released from the hydrophilic elastomeric polymer as taught by Saleh. 

With regards to new pending claim 19, Zaffaroni teaches delivery of drugs in the order of 
micrograms which would be a certain dosage of milligrams per day (Examples 1 and 15). 

With regards to the new limitation that the drug delivery device is capable of delivering 
relatively hydrophilic and/or relatively large molecular size/volume/weight drugs at a 
pharmaceutically suitable rate, Zaffaroni teaches delivery of progesterone which is hydrophilic. 

Regarding new claims 22-24, these do not add any other structural limitations but are 
merely methods of delivering large molecular size/volume/weight drugs at a pharmaceutically 
suitable rate from and infravaginal drug delivery device comprising administering the drug 
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delivery device into a vaginal environment. The drug delivery device has been obviated by the 
combination of Zaffaroni, Saleh, and Chappaz as discussed supra and the device is administered 
to a vaginal environment. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Danah Al-awadi whose telephone number is (571) 270-7668. 
The examiner can normally be reached on 9:00 am - 6:00 pm; M-F (EST). 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Robert A. Wax can be reached on (571) 272-0623. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/DA/ 

Examiner, Art Unit 1615 

/Robert A. Wax/ 
Supervisory Patent Examiner 
Art Unit 1615 



